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DETAILED ACTION 

Claim Rejections - 35 USC § 102/Claim Rejections - 35 USC §103 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

1 . Claims 6-1 0 are rejected under 35 U.S.C. 1 02(b) as anticipated by or, in 
the alternative, under 35 U.S.C. 103(a) as obvious over Prieels et al. (US Patent 
4726948). 

The reference teaches that lactoferrin can be provided as capsules or tablets 
wherein starch is used to bind the pharmaceutical preparation and is used as a food 
stuff or in animal feeds. See col. 4, lines 25-50. The composition also contains fat (see 
Example 1). See also col. 1, lines 1-2. These claims are written in a product-by- 
process format and and as such, it is the novelty of the instantly claimed product that 
need be established and not that of the recited process steps. In re Brown, 173 USPQ 
685 (CCPA 1972); In re Wertheim, 191 USPQ (CCPA 1976). "[Ejven though product-by- 
process claims are limited by and defined by the process, determination of patentability 
is based on the product itself. The patentability of a product does not depend on its 
method of production. If the product in the product-by-process claim is the same as or 
obvious from a product of the prior art, the claim is unpatentable even though the prior 
product was made by a different process." In re Thorpe, 777 F.2d 695, 698, 227 USPQ 
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964, 966 (Fed. Cir. 1985). With regard to claims 6, 8-10, applicant has chosen to 
describe his product with physical characteristics that are beyond measurement by this 
Office and as a practical matter, the Patent Office is not equipped to manufacture 
products by the myriad of processes put before it and then obtain prior art products and 
make physical comparisons therewith. See In re Brown, 59 CCPA 1036, 459 F.2d 
531,173 USPQ 685 (1972) at 59 CCPA 1041. In any event, whether the solids of 
Prieels are thermostable or not, which fact cannot be ascertained by the Office, the 
solids are discrete and are fed in animal feedstuff, and therefore, it is being held that the 
other limitations have been met by this reference. 



Claim Rejections - 35 USC § 103 

2. Claims 1 -1 0 are rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over Ford et al. (The Journal of Pediatrics, vol. 90(1), pp. 29-35, 1977) in view of Prieels 
et al. and Gao etal. (US Patent 5871802) and further in view of WO 98/18610 and Busk 
(US Patent 4694881). 

Ford has been applied only to establish that lactoferrin is heat-sensitive. See the 
abstract. Similarly, Priels has been applied to show that combining lactoferrin in animal 
feeds or in foodstuff as solid particles granulated or tabletted with starch was also 
known in the art at the time of making the invention. See col. 1 , lines 1 5-20, col. 4, lines 
25-50. Note that Prieels teaches that lactoferrin has antibacterial properties and 
therefore it is widely used as a component of foodstuff or in animal feedstuff (abstract). 
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The WO patent to Van Lengerich teaches the same process as claimed herein 
for heat sensitive compounds that can be used in pharmaceuticals, as biologically or 
nutritionally active compounds without destroying its activity or matrix. The process 
includes mixing the active compound with starch such as wheat durum (page 12), or 
proteins such as gluten (page 13), and using as a lubricant or a hydrophobic agent, fat 
or oil, (see pages 13, line 6), and that the active compound can be in a powder form 
(lines 18-19 @ page 11). It is well known that lactoferrin is available in powder form 
(see Prieels and the instant specification at pages 1-2). The WO patent teaches using 
an extruder for mixing and heating the mixture using low shear and temperatures of at 
least about 100 degrees Celsius. See page 22, line 12+. The temperature is 
recommended in order to gelatinize the starch matrix. Page 21 describes the active 
compound being embedded or encapsulated into the matrix. At page 9, the patent 
teaches that after the low temperature heating and low shearing in the extruder, the 
admixture is extruded and cut and dried. See lines 8-20. The extrudate is pellets, 
tablets, etc. Page 28, lines 20-28. The patent teaches that these products can be used 
in food stuffs and animal feeds. See page 35, lines 7-8. Claim 18 recites the 
encapsulated active being a heat sensitive pharmaceutical, nutritional or a biologically 
active component. Claim 20 shows a number of antimicrobials being benefited by this 
process of the patent. 

The WO patent does not specifically teach lactoferrin as the active. However, 
since Prieels teaches that lactoferrin is an antimicrobial and Ford teaches that it is heat 
sensitive, then to particulate lactoferrin using the WO patent would have been prima 
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facie obvious based on the fact that the WO patent is drawn to a number of 
antimicrobials being benefited by this method of embedding the active in starch or 
protein using lo temperature and low shear. 

While the WO patent does not show the temperature as low as 60 degrees or 
below, Gao teaches cold pelleting using 140 degrees F for milk proteins is beneficial. 
See col. 2, lines 7-20 and Example 1 . Also see col. 3, lines 33-45. The extruder 
temperatures shown are the same and are specifically drawn for milk proteins. 
Therefore, while it was known that lactoferrin is a milk protein and that it is heat 
sensitive, Gao's patent clearly establishes that prior art having been aware of these 
facts also had already established the low temperatures to be used for pelleting milk 
proteins at temperatures of 140° F or less. To incorporate this in the WO patent would 
have been prima facie obvious, particularly since Gao specifically calls for such a 
temperature with regard to milk proteins. 

While the WO patent does not teach a horizontal screw extruder, and while it was 
already know that extruders are either vertical or horizontal screw extruders, Busk has 
been applied here only to show that the choice of a horizontal screw extruder would 
have been obvious based on the fact that it was known in the art that liquids do not work 
for horizontal screw extruders and therefore the use of a powder or a solid feed would 
render this choice obvious. See col. 6, lines 18-22. Also, note the figures in the WO 
patent that show the type of extruders being claimed. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to C. Sayala, whose telephone number is (571) 272-1405. 
The fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/C. SAYALA/ 

Primary Examiner, Art Unit 1794 
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